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3^T hR'T I < ^TTpir hRm-M 
(T:gF«g 3fk lRe|K ■H4M4 f%WT) 

srf&TJ^TT 

■TT RwPl, 8 2017 

gT.3TT. 1851(31).—%^T TUTfTR % SgFT t ^ 74PT Wif *Tf aft f% + PNlPlflpH RpTcT tfTTT? 

Tuft^pT arPiflr 4T wni p# t; 

aftr TOP sTRT fTT 1%PT TT TUffim - f%PpT5r sTUT T^STT pf | afpr 

P 4—sTi'M *U4>H. 4T 41J PHlP?T ^ | f% 3W fp^TT 44 MH 4T 4Tf R'Pk^PM afiRril pff afpr TTTPpff if ^T 
tput #^1% srrp^TfPTT | armfsr pt ^wft affr atcpflpp pwp ft wr |; 

3TTT 3H^4d hPhR RMiIRsTT T^tsTT pTTTf % T?^W %^T THPFR 4T 4^ ^TRTSTFT ft 44T | f% %?T if 3W 

armfsr % rput wfni % IRtt p-f RTh-hTui, Rift sffr Rd^i 4?r pfrffe RRutRtt Hi+Rd if 344444 ; 
sfrr gj-TiRIh t; 

3TcT:, 344 , VsO-m i rw, 3TPrfsr sffr wrsR TTunff arRi^-Tr, 1940 (1940 44 23) otu 264; ^jtt w 

4l%4T 44 4444 444f |TT -f]i)(j?||^ + # f%44 Tf4T4? TUft^FT aTfaf^ 44 PUT4 3M4I4 % f^HT f^FTP-f 

RRpl'JI, 1%F4 sffr l4d J| J| dc4M 4444 if pPpft |l 


3645 GI/2017 


0 ) 


[44. 4. 444.11014/12/2017-ff34TTTTr] 
$44 ^TFT surf, 7TJ44 4f44 
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MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health and Family Welfare) 
NOTIFICATION 

New Delhi, the 8th June, 2017. 


S.O. 1851(E). —Whereas it had been brought to the notice of the Central Government that the use of 
the drug fixed dose combination of Nimesulide + Levocetrizine is not rational; 

And, whereas, the matter has been examined by the Subject Expert Committee constituted by the 
Central Government and the said Committee has recommended to the Central Government that the said fixed 
dose combination does not have therapeutic justification and the drug could be its misused and overuse in 
cases where a single drug is required; 

And, whereas, after examination of the recommendations of the aforesaid Committee, the Central 
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition, 
the manufacture for sale, sale and distribution for human use of the said drug in the country; 

Now, therefore, in exercise of the powers conferred by section 26A of the Drugs and Cosmetics Act, 
1940 (23 of 1940), the Central Government, hereby prohibits the manufacture for sale, sale and distribution 
for human use of the drug fixed dose combination of Nimesulide + Levocetrizine with immediate effect. 

[F. No. X. 11014/12/2017-DRS] 
K. L. SHARMA, Jt Secy. 


wi Rfti, 8 '3pr, 2017 

to.sit. 1 852(3t) ftftr top w stow t ww top wri pi 441% + aftPNM'ft iftrww ft ftww 

TfWW ftflWW ftwft TO WW pftWTWW wft f; 

aft TO#R WTOTO TOW wfft wf WPtft WWTTOTO H Fh fd TOW TOT ftww ft ftfsrr ft wf | aft TOIW dftR W 
ftftw TTTOTT ft WW RtoP?T ft | ft TOW fWTOT ’gWT ftftWW ^fTOTTOT Wjff | aft flft WtwfsTTO ft TOT TO 8 ! aftpR TOT 

if to to fti Rftfftd tow wft | aft tot tofto tot wtwfsr % Rwww ft wift tow to fti Iwfftftw afrfftw wft t; 

aft d't(j+d wfwfR ft R)TOP?ff ft ftlSTT TOW W W?WTW Wfttw WTOTO TO TO WTOSTTW ft WTO | ft %?T W TOW 
WtwfsT % WTTO TOTWTW W ftp fWTOTPl fwftwft, ftTOT aft ftWTO ft did Eft TOW ftfwwfww TOWT ftftft W 3TTW?WW 

aftwtfftft 

3TW:, 3TW, TOftr WTOTTT, WPrfsT aft WTSIW Hl-HiTl arftiwww, 1940 (1940 TO 23) ft TOW 26W TOW WWW 
ftftwf TO WWTW TOW fp, sjfwtwftw + aftftwrftw ftfaWW ft fftlW TfWW WWftW ftwfsl TO WTWW TOTWTW W ftp 
ftrorft fwfwwft, ftror aft ftwro totow wtow w wftftro TOft ti 

[TO. W. pww.11014/12/2017-ftawww] 
fWW WTW ?TWf, ftjTO wftw 


NOTIFICATION 

New Delhi, the 8th June, 2017 

S.O. 1852(E) .—Whereas it had been brought to the notice of the Central Government that the use of 
the drug fixed dose combination of Ofloxacin + Ornidazole injection is not rational; 
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And, whereas, the matter has been examined by the New Drugs Advisory Committee constituted by 
the Central Government and the said Committee has recommended to the Central Government that the said 
fixed dose combination is not rational and there is no specific advantage an administering both drugs together 
in parental form and as such there is no therapeutic justification for the continued marketing of this drug; 

And, whereas, after examination of the recommendations of the aforesaid Committee, the Central 
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition, 
the manufacture for sale, sale and distribution for human use of the said drug in the country; 

Now, therefore, in exercise of the powers conferred by section 26A of the Drugs and Cosmetics Act, 
1940 (23 of 1940), the Central Government, hereby prohibits the manufacture for sale, sale and distribution 
for human use of the drug fixed dose combination of Ofloxacin + Ornidazole injection with immediate 
effect. 


(F. No. X. 11014/12/2017-DRS] 
K. L. SHARMA, Jt Secy. 


Ff&TJFFT 

ni R"4i, 8 ypr, 2017 

FT.FT. 1853 ( 3 T).^f#Ft FOT F SFTPT if FT FF Fit Ft 44 1 % ' 34 )FH)'tFlR)H + # f%FF TfTTF 

ffDr ft ffif f# t sfk wr ftff t#TF ft fff ftf fftfft f; 

atr 4RffF Trr^TTT FPT f!%F FF A FFfFF f%?TFF FfFfF FPT ^F f%FF FffFT Ft I sffr FFF dihid 

f f^Rt *rw ft ft RHiR?t 11% fff Fbiflr a ffpf 3frf%TF Fff % +41 Rf u- hsTi =fh3h ffFflr ft 

trRt^PTsfHr dffFdl if FTi 3lldR+d F1FFT F# t; 

FIT 4H(j+d dlhld ft R) + lR?ff ft FftSTT +FF F F?FTF +FftF FTFK FT FF FFTFTF ft FFT | ff F?T if FFF 
FlFfsT F FTFF FFFlF F f^TTT id+FPl idfduRl, fR" Rd- 1 mi FT TriFfte FFF Ididdlhd +FFT FfF%T if FTF4FF 
3frTd4141d 

FF:, FF, F^tF FTFTC, FlFfsT fR; FFTFF FTFtff FfididdF, 1940 (1940 FT 23) ft STPT 26F sTPT TTFFT 
FfrFFf FT WOT FFT fTT, 4)4 )fh)+H|RH + liFsilFHM ft f%FF ^TTF FFtFF FRrfsf FT FRF FFFRT F fFTT R+dPl 
idldhRl, iFFF FR: idd^l drFH FFTF F yRRU FF<ft |l 

[FT. F. FFF. 11014/12/2017-ftFPTT7T] 
JFF FTF ?TFf, F^FF FfFF 

notification 

New Delhi, the 8th June, 2017 

S.O. 1853(E) .—Whereas it had been brought to the notice of the Central Government i that the use of the 
drug fixed dose combination of Gemifloxacin + Ambroxol is not rational and is likely involve risk to human beings; 

And, whereas, the matter has been examined by Subject Expert Committee constituted by the Central 
Government and the said Committee recommended to the Central Government that the said drug does not have sufficient 
therapeutic justification as the drug Ambroxol does not have any added advantage in antimicrobial activity; 

And, whereas, after examination of the recommendations of the aforesaid Committee, the Central Government 
is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition, the manufacture for sale, 
sale and distribution for human use of the said drug in the country; 
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Now, therefore, in exercise of the powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 
of 1940), the Central Government, hereby prohibits the manufacture for sale, sale and distribution for human use of the 
drug fixed dose combination of Gemifloxacin + Ambroxol with immediate effect. 


[F. No. X. 11014/12/2017-DRS] 
K. L. SHARMA, Jt Secy. 


Ri R"4i, 8 tr, 2017 

W.3TT. 1854(3T).—4f#T RRTO 4 S4TR 4 Rf PR Rf =4) ft 4t ftRR TfTTR RRtRR 

R4tf4 TO PRTR ^fvRPR P ft t; 

affr VsHp WP PTR r!4r TOT fpRR 4 RpfsR f4?TTOr Rf4f4 sTFT TOT fpRR 4t R^tsTT 4t Rf | 44 TOR 4ibid 
4 TO#R RF 4t TO i4TOP?T 4f t ft TOT 4Rf4 4 ^iRRRRRT 44 Rf4c4l4 RfftR Riff 

44 TOT^RT 414id 4t 14toP?4 4f TOR 4 TORTR 4ft4 TOR TO TO RRTSTR ft TOT | 14 TOT 4 TOR 
4Rf4 4 RTTO TOTRTR 4 ftp; f^TOTPf fpfpRfR, f4TOI 44 Idd^l 4f 4 Id 14^ TOR IdPldlPd TORT 41414 d 4 TOTOTO 
4444)44 

3R:, 3R, 4-414 RTOTO, ftrfsr 44 tTRTRR 4l4iTl RfliiTOU, 1940 (1940 TO 23) 4t STFT 26R TOR TOR 
?Tf4PT TO PRR TOR fR, R[44nRT^R + ^fSlftR # f4RR TfTFF 44)RPtfsl TO RTTO TORTR 4 ftp; iPsTRP-f 
ldld4?u|, fpTOT 44 iRRTO RcTOR TRR 4 did4)4 TOTft |l 

[TO. 4. PRR.1 1014/12/2017-44tprr] 
fTO RTR ?TRf, R^R" RfRR 


NOTIFICATION 

New Delhi, the 8th June, 2017. 

S.0.1854(E) .—Whereas it had been brought to the notice of the Central Government that the use of 
the drug fixed dose combination of Glucosamine + Ibuprofen is not rational; 

And, whereas, the matter has been examined by the Subject Expert Committee constituted by the 
Central Government and the said Committee recommended to the Central Government that the said drug lacks 
rationality and therapeutic justification; 

And, whereas, after examination of the recommendations of the aforesaid Committee, the Central 
Government is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition, 
the manufacture for sale, sale and distribution for human use of the said drug in the country; 

Now, therefore, in exercise of the powers conferred by section 26A of the Drugs and Cosmetics Act, 
1940 (23 of 1940), the Central Government, hereby prohibits the manufacture for sale, sale and distribution 
for human use of the drug fixed dose combination of Glucosamine + Ibuprofen with immediate effect. 

[F. No. X. 11014/12/2017-DRS] 
K. L. SHARMA, Jt Secy. 


Rf&TJRRT 

Ri R"4i, 8 TfR, 2017 

TO.31T. 1855(3T).— 4ft4 RTOTO 4 TOR 4 TO PR Rtf Rf 4f f4 $d)i)44> + 4tt4r4TR # f4w TfTFP 44~)*H 
R4rf4 TO TOR pftfRTO Riff 
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affr 44#t4 HWR gTFT ^rferT 'T§ 4t4l% 4HR4U riftR) sTFT f%44 T^STT 4f | 3f|"r 3W riftR % 
4^4 4^44T 44 44 fwf^?T #T | f% 44=4 f444 ?§R4i 44144 44 f%f%F*fl4 3flf%c4 4?ff afrr rrt 344flr44 44 

3TTOTT RT TJgRT-TJgR: R4T ridTrdR %\ 

aftr TUJ44 riFR R-hlRff T^tSTT 44R % 4T4TT %^t4 *RR7TT R7T ^ 4TTT4T4 ft 444 | f% %?T if 444 
#41% % TTFRT 34#4 % f%TT f%sF4T?f RlfH hTu|, f%44T #r Rd J| J| 44 yRiiW 44% RR J -lRr| 44RT HI+iKd if 3444441 
sffT 4 %)%% f; 

3Rf:, 344 , HWR, #41% sffr WT44 -HUdD arfalR^-H, 1940 (1940 44 23) %f 4P4 2641 4P4 
44c4 4f%44 44 44f4 444 f4, idlsTM4 + RddlhM # f%44 ^444? 44MH #4f% 44 4444 TW % f%T 1%441% 
RR-hTu|, fq44 sffr Rr| ^ u l r|<"4<M 44T4 4 y RR^ 444 ft f I 

[44. 4. 444.11014/12/2017-ff344t4T] 
f44 444 ?T4f, %J44 4f%4 


NOTIFICATION 

New Delhi, the 8th June, 2017 

S.0.1855(E) .—Whereas it had been brought to the notice of the Central Government that the use of the drug 

fixed dose combination of Etodolac + Paracetamol is not rational; 

And, whereas, the matter has been examined by the New Drugs Advisory Committee constituted by the Central 
Government and the said Committee has recommended to the Central Government that the said fixed dose combination 
drug does not have therapeutic justification and the two drugs are best administered separately on as required basis; 

And, whereas, after examination of the recommendations of the aforesaid Committee, the Central Government 
is satisfied that it is necessary and expedient in public interest to regulate by way of prohibition, the manufacture for sale, 
sale and distribution for human use of the said drug in the country; 

Now, therefore, in exercise of the powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 
of 1940), the Central Government, hereby prohibits the manufacture for sale, sale and distribution for human use of the 
drug fixed dose combination of Etodolac + Paracetamol with immediate effect. 

[F. No. X. 11014/12/2017-DRS] 
K. L. SHARMA, Jt Secy. 
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